
 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

 


	Nomination of In Vitro Assays for the Detection and Quantification of Botulinum Neurotoxins 


	Workshop Panel Recommendations
Reviewed methods could be used to reduce or refine the use of mice in the current BoNT test method.
None could currently be used as a complete replacement for the current BoNT test method. 
Possible with additional development and validation efforts
Proposed best practices for BoNT testing include:
Use of reference standards to minimize number of replicate animals needed
Use of standardized methodology
Reduction in the number of doses used in confirmatory testing for potency (e.g., lot release testing)
Recommended further development and validation efforts for replacement alternatives





	Draft ICCVAM Proposal for Prioritization and Activities
Should be a high priority for further discussion to determine what is needed to adequately characterize the usefulness and limitations of these in vitro assays
Will require an assessment of what data are needed and what studies are required to fill any data gaps
Studies identified should also be considered high priority

	Questions for SACATM
With regard to the nomination of assays developed as alternatives to the mouse assay to detect and/or quantify botulinum neurotoxins (BoNTs) ( BioSentinel’s  in vitro BoTest™, the BoTest™ Matrix assays, and the cell-based assay BoCell™) please comment on the proposed ICCVAM priority and activities. Do you agree with the proposed priority and activities, or if not, please explain?



